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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
08/22/08 has been entered. 

Status of the claims 

The amendment filed August 22, 2008 is acknowledged and has been entered. 
Currently, claims 13-16 and 26-31 are pending. Claims 15-16 and 26-31 are withdrawn 
as being directed to a non-elected invention. Claims 13 and 14 are under examination. 

Rejections withdrawn 

In light of Applicant's amendments to the claims and the cancellation of claim 32, 
the rejection of claims 13, 14 and 32 under 35 U.S.C 112 first paragraph written 
description and enablement, are hereby, withdrawn. 

In light of Applicant's cancellation of claim 32, the rejection of claim 32 under 35 
U.S.C. 1 12 2 nd paragraph is moot and hereby withdrawn. 

Claim Rejections - 35 USC § 102 
1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 13 and 14 are rejected under 35 U.S.C. 102(b) or (e) as being anticipated 
by Schuppan et al (WO 98/03873 or US 6,319,726). 

The WO and US references have the same disclosure. Schuppan et al disclose 
methods of detecting antibodies from body fluids by means of an immune reaction with 
tissue tranglutaminase (see 726 abstract). Schuppan et al disclose that the tissue 
transglutaminase can be human tissue transglutaminase (see '726, col 6, lines 20-22). 
Schuppan et al disclose that the tissue tranglutaminase can be immobilized and used to 
detected antibodies in a sample for diagnosing celiac disease (sprue) (gluten sensitive 
enteropathic autoimmune disease) (see '726, col 3). Schuppan et al disclose that the 
method is used to detect IgA antibodies. 

With respect to the recitation "and at least one other transglutaminase molecule 
selected from FXIIIA, TGk, TGx, TGe and Band 4.2". Schuppan et al disclose that the 
antibodies to be detected are IgA antibodies which are against human tissue 
transglutaminase. These antibodies to be detected are the same as the antibodies 
detected by applicant (see specification). Thus, the antibodies of Schuppan et al would 
be cross reactive with other antigens and would inherently be against TGe. As shown 
by Applicant the IgA antibodies are cross reactive. The specification on page 15 
discloses "the results shown support that serum IgA antibodies from patients with CD 



Application/Control Number: 10/019,067 Page 4 

Art Unit: 1641 

and DH react with both human TGc and TGe and further discloses that the serum 
antibodies from patients with CD and DH is directed against epitopes which are shared 
by the two transglutaminases". Thus, it is inherent that the IgA antibodies of Schuppan 
et al are against both human tissue transglutaminase and TGe. Further, as stated 
above the body of the claim merely requires a step of taking a sample and testing the 
sample for IgA antibodies against human tissue transglutaminase and at least one other 
transglutaminase molecule. Thus, for the above stated reasons Schuppan et al reads 
on the instantly recited claim. 

Further, with respect to the recitation "correlating significantly increased amounts 
of the IgA antibodies as compared to a control sample with a diagnosis of a gluten 
sensitive enteropathic autoimmune disease, thereby diagnosing a gluten sensitive 
enteropathic autoimmune disease ". The body of the claim recites an interpretive 
"correlating" clause that is a non-manipulative step. The clause does not recite any 
additional active method steps, but simply state a characterization or conclusion of the 
results of those steps. Thus, for purposes of applying prior art the recitation is not given 
patentable weight. The process steps that are positively recited merely require taking a 
sample from a patient and testing the sample for IgA antibodies against human tissue 
transglutaminase and at least one other transglutaminase molecule. In the instant 
case, Schuppan et al performs every active method step and when every active method 
step has been performed the prior art method is met. Further, a non-manipulative step 
to recognize that such steps may constitute an inherent result of a known process and 
that an inherent result should be treated like any other inherency even a newly 
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discovered one namely an unpatentable distinction over the prior art. "Newly discovered 
results of known process are not patentable because such results are inherent" in the 
prior art. Bristol-Meyers Squibb Co. v. Ben Venue Labs., Inc., 246 F.3d 1368, 1376 
(Fed. Cir 2001). Nevertheless, it is noted that Schuppan et al does teach determining 
the antibodies in the sample and comparing them to a control and shows that the 
antibodies are increased to that of the control (example 2, Schuppan et al). For the 
reasons stated above Schuppan et al reads on the instantly recited claims. 

Response to Arguments 
3. Applicant's arguments filed 08/22/08 have been fully considered but they are not 
persuasive. 

Applicant argues that Schuppan et al fail to teach or suggest a diagnosing a 
gluten sensitive enteropathic autoimmune disease (e.g. dermatitis herpetiformis, Al 
haemolytic anaemia, Al thrombocytopenic purpura, Al thyroid diseases, and atrophic 
gastritis-pernicious anaemia, Crohn's disease, colitis ulcerosa, Goopasture syndrome, 
IgA nephropathy or IgA glomerulonephritis, myasthenia gravis, partial liopdystrophy, 
polymyosisits, primary biliary cirrhosis, primary sclerosing cholangits, progressive 
systemic sclerosis, recurrent pericarditis, relapsing polychondritis, rheumatoid arthritis, 
rheumatism, scacoidosis, Sjogren's syndrome, SLE, splenic atrophy, type I (insuling- 
dependent) diabetes mellitus, diabetes mellitus of other types, Wegener 
granulomatosis, ulcerative colitis, vasculitis (both systemic and cutaneous), and vitiligo) 
comprising taking a sample from a patient, testing the sample for IgA antibodies against 
human tissue transglutaminase and at least one other transglutaminase molecule 
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selected from the group consisting of a-subunit of factor XIII, TGk, TGx, TGe and Band 
4.2; and correlating a gluten sensitive enteropathic autoimmune disease. This is not 
found persuasive because of reasons stated above and further because the recitation 
"correlating significantly increased amounts of the IgA antibodies as compared to a 
control sample with a diagnosis of a gluten sensitive enteropathic autoimmune disease, 
thereby diagnosing a gluten sensitive enteropathic autoimmune disease ". The body of 
the claim recites an interpretive "correlating" clause that is a non-manipulative step. The 
clause does not recite any additional active method steps, but simply state a 
characterization or conclusion of the results of those steps. Thus, for purposes of 
applying prior art the recitation is not given patentable weight. The process steps that 
are positively recited merely require taking a sample from a patient and testing the 
sample for IgA antibodies against human tissue transglutaminase and at least one other 
transglutaminase molecule. In the instant case, Schuppan et al performs every active 
method step and when every active method step has been performed the prior art 
method is met. Further, a non-manipulative step to recognize that such steps may 
constitute an inherent result of a known process and that an inherent result should be 
treated like any other inherency even a newly discovered one namely an unpatentable 
distinction over the prior art. "Newly discovered results of known process are not 
patentable because such results are inherent" in the prior art. Bristol-Meyers Squibb Co. 
v. Ben Venue Labs., Inc., 246 F.3d 1368, 1376 (Fed. Cir2001). Nevertheless, it is noted 
that Schuppan et al does teach determining the antibodies in the sample and comparing 
them to a control and shows that the antibodies are increased to that of the control 
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(example 2, Schuppan et al). For the reasons stated above Schuppan et al reads on 
the instantly recited claims. With respect to the numerous diseases listed above by 
the applicant it is noted that claim 13 does not require these specific diseases and also 
even if the diseases were listed in claim 13 Schuppan would still read on the reference 
for the reasons stated above concerning the interpretive "correlating" clause. Further, it 
is noted that Schuppan et al also teaches the predominantly latent sprue is frequently 
accompanied by dermatitis herpetiformis (col 2) and as disclosed by the applicant at 
page 1 of the current specification both coeliac disease and dermatitis herpetiformis 
have the same genetic background. Schuppan et al also specifically teaches that the 
method can be used in the diagnosis of such diseases as pneumonia, 
glomerulonephritis, virus hepatitis, Morbus Crohn, Colitis ulcerosa Sjoegrens syndrome, 
Wegener's granulomatosis, rheumatoid arthritis, idiopathic organ fibrosis (col 4). 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GARY W. COUNTS whose telephone number is 
(571 )272-081 7. The examiner can normally be reached on M-F 8:00 - 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Shibuya can be reached on (571) 272-0806. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, Art Unit 1641 



/Mark L. Shibuya, Ph.D./ 
Supervisory Patent Examiner, Art Unit 1641 



